Background
For nearly 25 years the standard algorithm used for serological diagnosis of human immunodeficiency virus (HIV) infection has been a two-step process involving a screening immunoassay followed by a confirmatory Western blot or, less commonly, an immunofluorescence assay [1, 2] . Shortcomings of this algorithm include delays in turnaround time for HIV test results and the inability to detect acute primary HIV infections. Significant advances in HIV diagnostics over the years have led to the development of newer 3rd and 4th generation screening immunoassays with improved speed and performance, including the detection of p24 antigen [3, 4] .
The patient-based organization Projecte dels NOMSHispanosida created in 2006 BCN Checkpoint, the first community-based centre (CBC) for HIV detection in MSM and Transgender Women in the gay area of Barcelona. This centre offers HIV testing free of prejudice, peer counseling and support and linkage to medical care for people diagnosed with HIV infection. In addition, BCN Checkpoint implemented for the first time in Spain the rapid HIV test in non-clinical settings [5] . Screening for HIV-specific antibodies initially followed by combination of HIV-specific antibodies and/or P24 antigen accomplished using the rapid test Determine/Combo (Alere), which is followed by the performance of a confirmatory Western blot (WB) analysis for all samples that are reactive by the rapid test [6] . Because of the time and labor involved in WB analysis and the low number of samples referred for WB confirmation, WB testing is typically performed only once per week in an external laboratory. Consequence of this procedure is that clients have to wait at least a week before knowing if the test confirms that HIV serostatus should be reported as HIV positive [7] , which further delays referral to the HIV clinic for additional analysis and a fast start of Antiretroviral Treatment (ART). Also, if confirmation comes out negative, a false positive result implies a significant level of anxiety due to the waiting time.
Although HIV-RNA Qualitative assays has been studied in clinical settings as alternative to Western blot confirmation test, this has never been done with Point-Of-Care HIV-RNA test in a real life situation within a community centre.
Objective
With this study we compared the Point-Of-Care HIV-RNA test to a standard Western blot as a confirmation for a reactive rapid HIV antibody test. On the other hand 5 cases (2.3%) were only confirmed by WB test. Of these 5 clients 2 knew their HIV status before the rapid test and were already on treatment but did not inform the counselor, and 3 persons were not detected by HIV-RNA due to a viral load of less than 200 copies, of which one with less than 40 copies (HIV controller).
Study design
Of the 14 HIV negative cases (0.1% of all tests performed during the study period) all were correctly detected as false positive results by both assays.
Taking into account the 197 positive cases which were confirmed by the POC HIV-RNA test we can observe that in 91.2% (197/216) of the cases the confirmation was done at the same day, within 90 min, and patients could start treatment in a minimum of time. The three cases with very early infection could start treatment the same day of the clinic visit.
As for the 19 negative POC HIV-RNA results in some cases an additional test was needed to be able to distinguish false positive results from those with a viral load below level of detection.
Discussion
In conclusion, our results demonstrate that Xpert â HIV-1
Qual assay has been feasible to use in a non-clinical setting. Moreover, the assay has an excellent performance for the confirmation of reactive HIV rapid testing. The Point-Of-Care technology permits to add value to a community centre through the confirmation of rapid testing at the same day. The reduction of time for confirmation to 90 minutes has been possible in 91.2% (197/216) of cases with positive POC HIV-RNA result. However, in case of a negative HIV-RNA result an additional test was needed to assure that the result was a false positive or a positive result with very low viral load. In this case the Western blot would still be necessary, but would imply a waiting time again of at least one week. However, another option in BCN Checkpoint has been the addition of a second POC test (Xpert Finally, clients expressed their satisfaction with receiving results on the same day, even if they had to wait for an extra hour. The one-week waiting time for receiving confirmation creates restlessness and anxiety. These negative effects of the current HIV testing algorithm will be reduced if the final result is given within two hours. Moreover, an immediate confirmation, especially if the result is positive, enables the client to accelerate the process of adaptation to the new situation, through adequate peer counseling, and to participate actively in the decision making concerning his or her own health. The achievements of BCN Checkpoint have been reproduced in other community centres in Europe.
